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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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DETAILED ACTION 



Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 9/29/2006 has been entered. 

2. Claims 21-27 are pending and examined on the merits. 
Claim Rejections Withdrawn: 

3. The rejection of claims 21-27 under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for methods of predicting a doubling of risk for prostate 
cancer for every 100 ng/ml increase in IGF-I levels, does not reasonably provide enablement for 
the full scope of the claimed methods, wherein any concentration above a reference level is 
deemed to indicate an increased risk for prostate cancer is withdrawn upon further consideration. 

4. The rejection of claims 21-27 under 35 U.S.C. 102(a) as being anticipated by Mantzoros 
(Mantzoros et al, British Journal of Cancer 76(9): 1115-1118, 1997) is withdrawn in view of the 
amendments to the claims wherein the methods comprise comparing the IGF-I level of a healthy 
individual to that of a reference group. 
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New Grounds of Rejection: 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 21-27 are rejected under 35 U.S.C. 102(b) as being anticipated either by Juul-A 
(Juul, A. et al. J. Clin. Endocrinol. Metab., 78(3): 744-752, 1994) or by Juul-B (Juul, A. et al., 
Clinical Endocrinology, 41: 85-93, 1994; cited in IDS). 

Claims 21-27 are drawn to methods that comprise the active steps of measuring IGF-I 
levels in individuals in a reference group and in healthy individuals that are not in the reference 
group and then comparing the levels of IGF-I obtained from the two measurements. The 
intended use of the claimed methods is for the prediction of risk of a healthy individual later 
developing prostate cancer. The claims do not describe the characteristics of the "healthy 
individuals" other than to indicate that these individuals do not have prostate cancer. Because 
the claims do not specify characteristics of the individuals of the reference group other than that 
the individuals do not have prostate cancer, the claims are interpreted broadly as reading on 
methods where IGF-I levels are measured in at least two individuals that do not have prostate 
cancer and that a comparison of IGF-I levels is made. 

Juul-A measures serum, plasma and whole blood total IGF-I in healthy individuals and 
compares IGF-I levels found in different groups of healthy individuals (see page 745, 1 st to 2 nd 
column). For example, on page 747 males and females are compared (see Figure 2). Also, 
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serum IGF-I levels from differently aged adults are compared (see Figure 3). Juul-A also 
demonstrates how to compare a hypothetical IGF-I serum concentration of a 13 year old boy to 
reference values derived from measuring IGF-I levels in groups of healthy boys (see page 751, 
1 st to 2 nd column). Therefore, Juul-A teaches methods that are the same as that claimed, because 
Juul-A teaches methods with the same active steps as those in the claimed methods . 

Juul-B measures serum IGF-I levels in individuals that do not have prostate cancer (see 
page 86, 1 st column). Juul-B measures serum IGF-I levels in individuals with a growth hormone 
(GH) level that is less than 2mIU/l and compares serum IGF-I levels in individuals with higher 
GH levels (2-10mIU/l and greater than 10mIU/l; see Table 1, page 88). Therefore, Juul-B 
measures IGF-I levels in groups of individuals without prostate cancer and compares these levels 
to other individuals without prostate cancer. Thus, Juul-B teaches a method that is the same as 
that claimed, because Juul-B teaches methods using the same active steps as those recited in the 
claims. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne Holleran, whose telephone number is (571) 272-0833. The 
examiner can normally be reached on Monday through Friday from 9:30 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Larry 
Helms, can be reached on (571) 272-0832. Any inquiry of a general nature or relating to the 
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status of this application or proceeding should be directed to the Group receptionist whose 
telephone number is (571) 272-1600. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The Official Fax number for Group 1600 is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Anne L. Holleran 
Patent Examiner 
December 10, 2006 
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